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Market survey: Data Access to an electronic health care 
record database from the United Kingdom 

Introduction 
The European Medicines Agency (“the Agency” or “EMA”) is a decentralised agency of the European 
Union (EU) based in the Zuidas area of Amsterdam. EMA is responsible for the centralised procedure 
for the authorisation of medicines resulting in a single evaluation and a single authorisation for the 
whole of the EU. EMA also coordinates various aspects of the regulation of all other medicines in the EU 
(nationally authorised medicines). The EMA’s recommendations on medicines are based on rigorous 
scientific standards and the available evidence. Appropriate risk management systems are adopted to 
ensure the safe and effective use of the medicine post-authorisation. Building knowledge throughout 
the lifetime of a medicinal product is therefore critical in fully characterising the safety and 
effectiveness profile of a medicine and thus its benefit/risk balance while it is marketed.  

Many of the questions raised on the safety and effectiveness profile of a medicine by the EMA and its 
advisory committees can be addressed through analyses of observational health data. Because the 
objective of these analyses is often to resolve a current and ongoing benefit risk concern, the time 
frame may be short and hence fast access to retrospective electronic health records is an advantage.  

Scope and aim of this survey 
The EMA has currently direct access to a general practice database from the United Kingdom. As the 
license for this database ends in Q2 2021, this market survey is launched to identify existing databases 
and economic operators to procure data access to an electronic health care record database from the 
United Kingdom. With this survey, the EMA would like to share some pre-information on the scope of 
the service, identify and get feedback from interested companies.  

This survey is being carried out for information purposes only and does not form part of a formal 
procurement procedure. Please note that your answers are confidential and do not constitute any kind 
of commitment from your part at this stage. Participation in this survey does not constitute any 
obligation on the part of the EMA to launch a procurement procedure, to award participants a contract, 
or to reimburse them for any expenses incurred in completing this market survey. By participating in 
this survey, your submission will be assessed by EMA. EMA collects and stores your personal data only 
for the purpose of this survey. Such data will be processed pursuant to Regulation (EU) No 2018/1725 
on the protection of natural persons with regard to the processing of personal data by the European 
Union institutions, bodies, offices and agencies and on the free movement of such data. 
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Desirable characteristics of the database 
The Agency considers that it may require access to a database with the following desirable 
characteristics: 

• individual patient-level database providing access to electronic health care or claims databases 
allowing to link drug utilisation data to subsequent clinical events and to existing clinical status 
and demographic variables for individual patients;  

• primary health care data, ideally with the possibility to provide linkage to hospital and/or 
specialists’ data at the individual patient level, and possibility of linkage to cause of death 
records, national disease registries (e.g. cancer), birth records, etc.;  

• provision of demographic information for each patient (e.g. age, gender, ethnicity, 
socioeconomic status) and the possibility to infer indication for prescriptions; documented 
national representation in terms of age, sex, ethnicity, lifestyle factors, etc.; 

• information on which patients are currently being actively monitored and which are no longer 
under observation (for example providing dates when individual patients were first registered 
with and left the database); 

• quality assurance supported by documentation; 

• coding practices and coding dictionaries documented and conformed to accepted standards;  

• conversion to the OMOP common data model, with documentation of the validity of the 
common data model conversion; 

• continuous in-house (preferably) or direct remote access by EMA (from EMA premises); remote 
access must allow exporting analytical datasets, aggregated results and any statistical 
programs associated with such output; 

• reliable and rapid timeframes for any approvals processes relating to the release of data for 
analysis; 

• compliance with applicable environmental, social and labour law obligations established by 
Union law, national legislation, collective agreements or the international environmental, social 
and labour conventions listed in Annex X to Directive 2014/24/EU ; 

• processing of personal data in connection in compliance with Union data protection legislation, 
in particular, Regulation (EU) 2016/679 (General Data Protection Regulation). 

Questions of this survey   
1. Is your organisation able to provide the EMA with access to an individual patient-level database 

from the United Kingdom through continuous in-house or direct remote access by EMA (from EMA 
premises)? If this is the case, please briefly explain how this access could be provided.  

2. Do you see any restriction in the licence agreement of the database provision in relation to the use 
of the database for studies on drug utilisation, safety and effectiveness of medicinal products?  

3. Would the database cover all of the above-mentioned desirable characteristics? If some of the 
above-mentioned characteristics cannot be covered, please briefly explain which one(s) and any 
possible alternative solution that could exist or could be put in place.  

4. In particular: 
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a. Would your organisation be able to provide access to a database converted to the OMOP 
common data model, and what would be the frequency of updates of the data conversion 
into OMOP?  

b. Would the database provide access to i) primary health care data only, ii) hospital health 
care data only, iii) primary health care data and hospital health care data that can be 
linked at the individual patient level? Are ambulatory specialist data available? 

c. Please state the frequency at which the database is updated and at which the data could 
be made available to EMA. 

5. Please provide an indicative price for a subscription of one year. The price communicated will be 
considered purely indicative and without prejudice to the content of possible offers in the 
framework of future public procurement procedures. 

6. It is still not clear whether UK economic operators can participate in EMA procurement procedures 
as tenderer. However, UK economic operators will be able to participate in EMA procurement 
procedures as subcontractor of a tenderer established in the EU. If you are a UK economic 
operator, can you provide EMA with a subscription to a relevant UK healthcare database? Under 
which conditions? Only as a tenderer or also as a subcontractor? What difficulties might you face 
and how can you overcome them? 

7. If you are not a UK economic operator can you provide EMA with a subscription to a relevant UK 
healthcare database? Under which conditions? What difficulties might you face and how can you 
overcome them?   

8. Please mention any additional points that may be of interest to EMA in possibly procuring this 
service. 

How to participate in the market survey 
Suppliers interested in participating in this market survey are invited to submit their replies to the 
above questions to EMA at the following email address ContractsandProcurement@ema.europa.eu by 
18/12/2020 at the latest. 

 
Thank you in advance for your participation. 
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